REMARKS/ARGUMENTS 

The restriction requirement dated September 22, 2006 has been considered. 
Applicant hereby elects the claims of Group 1 (claims 1-26) with traverse. 

Applicant does not traverse the restriction of inventions I, II, and III on the basis of 
being related as process and apparatus for its practice. Applicant, however, traverses the 
restriction of inventions II and III on the basis of purportedly being related as combination 
and subcombination. 

Applicant respectfully traverses the restriction of inventions II and III due to a failure 
to fully comply with the requirements set forth in the Manual of Patent Examining Procedure 
(MPEP), and respectfully requests reconsideration and withdrawal of the restriction and 
election requirements. 

MPEP § 806.05(c) requires, among other things, identification of a combination and 
subcombination. The Examiner must establish two-way distinctness which involves 
establishing the following: 

1) the "combination" does not require the particulars of the subcombination as 
claimed for patentability (to show novelty and unobviousness), and 

2) the "subcombination" has utility either by itself or in another materially different 
combination. 

The Examiner has identified Group III as the combination and Group II as the 
subcombination. According to MPEP § 806.05(c), the Examiner must show that the 
combination (i.e., claims of Group III) does not require the particulars of claims of Group II, 
and that the subcombination (i.e. claims of Group II) has utility either by itself or in another 
materially different combination. 

The Examiner contends that the combination as claimed does not require the 
particulars of the subcombination as claimed because the system does not require a piercing 
needle to be sized for the advancement of a lead over the piercing needle. Independent 
claims 27 (of Group II) and 46 (of Group III) each recite: 
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a piercing needle having an outer diameter smaller than a diameter of 
the open lumen of the lead, the piercing needle configured for advancement 
into a patient's chest and into an epicardium and myocardium of a heart. 

Hence, Applicant respectfully submits that the Examiner's contention regarding the 
combination is in error. For this reason alone, the Examiner's burden under MPEP § 
806.05(c) has not been met, and withdrawal of the restriction requirement of Groups II and III 
as combination/subcombination is required. 

The Examiner carries the burden to suggest an example of separate utility of the 
identified subcombination relative to the combination. The example of separate utility 
presented in the Office Action is "a system for implantation without a dilating catheters, but 
solely using a piercing needle." 

It is respectfully submitted that the example of separate utility is insufficient to meet 
the Examiner's burden under MPEP § 806.05(c). The example of separate utility proffered in 
the Office Action represents nothing more than the same utility of the combination absent the 
dilating catheter of the combination. The Examiner has merely identified a feature of the 
combination that is absent from the subcombination, and has defined separate utility of the 
subcombination in terms of the absence of such feature. The Examiner has failed to identify 
a separate utility as is required. Accordingly, Applicant requests that the Examiner document 
a viable separate utility or withdraw the requirement as is required under MPEP § 806.05(c). 

In addition, Applicant contends that search and examination of the claims of Groups 
II and III can be made without causing serious burden to the Examiner. As set forth in the 
MPEP: 

If the search and examination of an entire application can be made 
without serious burden, the examiner must examine it on the merits, even 
though it includes claims to independent or distinct inventions. (MPEP § 803). 

In the present case, Groups II and III are classified in the same class, Class 607. It is 
respectfully submitted that, because these groups are similarly classified, searching within a 
single class on related subject matter does not impose a serious burden on the Examiner. 
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In summary, Applicant respectfully submits that the burden imposed on the Examiner 
under MPEP § 806.05(c) has not been met, and that search and examination of the Group II 
and III claims can be made without serious burden. For at least these reasons, Applicant 
respectfully submits that the requirement for restriction is improper with respect to at least 
the combination/subcombination relationship of Inventions III and II, withdrawal of which is 
respectfully solicited. 

In the present response, Applicant is contesting the propriety of the requirement for 
restriction. Because Applicant believes the proper showing required by MPEP § 806.05(c) 
has not been made, Applicant does not reach the issue of whether the identified groups are 
patentably distinct from one another. 

In view of the above, Applicant respectfully requests reconsideration and withdrawal 
of the requirement for restriction. If the Examiner would find it helpful to discuss this issue 
by telephone, the undersigned attorney of record invites the Examiner to contact the attorney 
of record. 

Respectfully submitted, 

HOLLINGSWORTH & FUNK, LLC 

8009 34 th Avenue South, Suite 125 
Minneapolis, MN 55425 
952.854.2700 




Reg. No. 38,491 



13 



